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DUPUCATE October 27, 1998

Christine Babiuk, Ph.D.

Jonathan Wilkin, MD = NDA # 20-980

Director ‘ Terbinafine Hvdrochloride
Division of Dermatologic and Dental Cream, 1%

Drug Products/HFD-540

Office of Drug Evaluation V _

Attn: Document Control Room Rx-t0-OTC Switch NDA:
Center for Drug Evaluation g Protocol for Label

5600 Fishers Lane Comprehension Study

Rockville, MD 20857

Dental Drug Products and Over-the-Counter Drug Products on October 1, 1998. At that
time. we had agreed to conduct a label comprehension study. Attached is the protocol for
the bifurcated label comprehension study and the carton label as well as the package
insert being tested.

Due 10 the tight time frame, we have moved along with the study in parallel with sending
you copies of the protocol, carton label and package insert so that we would not run the
risk of submitting a major amendment after December 30, 1998. As discussed during the
telephone conference. the primary endpoint of the study is demonstrating that the
consumer can appropriately choose the duration of treatment based on the affected
anatomical region of the foot.

Please contact the undersigned with any comments or questions.

Sincerely,

ClrglSle 4 Batrco—

Christine Babiuk. PhD :
Associate Director, Regulatorv A'ffmrs
Novartis Consumer Health. Inc.
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Fomn Approved: OM8 No. 0910-0338
Exj Date: Apni 30, 2000

l DEPARTMENT OF HEALTH AND HUMAN SERVICES Sea OME Siatermét o soonts

FOOD AND DRUG ADMINISTRATION

APPLICATION TO MARKET A NEW DRUG, BIOLOGIC, OR AN
ANTIBIOTIC DRUG FOR HUMAN USE
(Title 21, Code of Federal Regulations, 314 & 601)

FOR FDA USE ONLY
APPLICATION NUMBER

20-980

APPLICANT INFORMATION =
NAME OF APPLICANT DATE OF SUBMISSION

NOVARTIS CONSUMER HEALTH, Inc. October 27, 1998
TELEPHONE NO. (inciude Area Code) FACSIMILE (FAX) Number (Inciude Area Coce)

908-598-7816 908-273-2869

APPUCANT ADDRESS: (Number, Street, City, State, Country, ZIP Cods or Mail Code, AUTHORIZED U.S. AGENT NAME & ADDRESS (Mumber, Street, City, State,
and U.S. License numoer if praviously issved): < 2IP Code, isispnone & FAX number) IF APPLICABLE

560 Morris Ave.

Summit, NJ 07901-1312

PRODUCT DESCRIPTION
3
i NEW.DRUG OR ANTIBIOTIC APPLICATION NUMBER; OR BIOLOGICS LICENSE APPLICATION NUMBER (i previously 1ssued)

20-980

ESTABLISHED NAME /e.9., Proper name. USP/USAN name) PROPRIETARY. NAME (rrace name) iF ANY
Terpinafine hvdrochloride Cream, 12 - not available

CHEMICALBIOCHEMICALBLOOD PRODUCT NAME (# ary;
terpsinafine nydrochloride

DOSAGE FORM: : STRENGTHS:
cream

CODE NAME (i any)

17 : ROUTE OF ADMINISTRATION:
t

topical

PROPOSED: = UsE: ; ; ; ;
(PROPOSED: INDICATION(S) FORUSE: 41 nea pedis (athlete's foot), tinea cruris (jock itch) and
tinea corporis (rlngworm?

AFPPLICATION INFORMATION
APPUCATION TYPE

(cnecx one! ENEW DRUG APPLICATION (21 CFR 314.50) — ABBREVIATED APPUGCATION (ANDA, AADA, 21 CFR 314.54)
Z BIOLOGICS LICENSE APPLICATION (21 GFR part 601)
llF AN KDA: IDENTIFY THE APPROPRIATE TYPE . X5 505 (b) (1) 505 (b) (2 507
IF AN ANDA. O

R AADA; IDENTIFY THE REFERENCE USTED DAUG PRODUCT THAT IS THE BASIS FOR THE SUBMISSION
Name ot D-ug Holder of Approved: Application

TYPE OF SUBMISSION _
(Cheex one) . ORIGINAL APPLICATION T AMENDMENT TO A PENDING APPLICATION — RESUBMISSION
Z sassiamssion - ANNUAL REPOHT L] ESTABUSHMENT DESCRIPTION SUPPLEMENT 5 SUPAC SUPPLEMENT
ZERRICACY SUPRLEMENT — LABEUING SUPPLEMENT L5 CHEMISTRY MANUFACTURING AND CONTROLS SUPPLEMENT X omuze
FOR SUBMISSION .
Protocol for Label Comprehension Study
D MARKETING STATUS (cheex one) T PHESCRISTION PRODUCT (Rx) X over e COUNTER PRODUCT (OT0)
UMBER OF VOLUMES SUBMTTED 1 i THIS APPUCATION IS X papen 1 PAPER AND ELECTRONC ™~ ELECTRONC

ESTABUISHMENT INFORMATION

OITORS Of Al manutactunng, Dacxaging and comrol snes fo? grug substance and grug proauct (Continuation sheats may be used i necessary). Inciude name.
‘°.;"=‘N "“""‘fﬂﬂ nuMDer, registration number (CFN), DMF number, and manufactunng s1eps ana/or type of testing (e.q. Final dosage form, Stabiltty testing)
"€ 3de. Piease narcale wnetner the site 18 ready 107 inspection or, i not: whan it will ba reagy:

cef (list reiated License Appiications, INDs, NDAs, PMAs, 510(k)s, IDEs, BMFs, and DMFs referenced in the current

Lrmatsd e o Diowmes aes Ul SADHNS: « MH) as b lite iF

PAGE 1




( This application contains the following items: (Check ay that apply)

e

, 1. Index

[ 2 Labeling (check one) . Dratt Labeling L Final Printed Labeling

| 3. Summary 21 Crr 31450 o)

| a. Chemistry section

A.’ Chemistry; manutfacturing. ana controls information (e.a. 21 CFR 314.50 (q) (1), 21 CFR 601.2)

' B.: Samples (21 CFR 314.50 (e) (1). 21 CFR 601.2 (a)) (Submit only upon FDA's request)

| c. Metods validation package (e.g. 21 CFR 314.50 (e) (2) {i). 21 CFR 601.2)

Nonclinical phammacoiogy ang toxicology section (e.g. 21 CFR 314,50 {d) (2), 21 CFR 601.2)

Human Pharmacokinatics ang bioavailability section (e.9. 21:.CFR 314.50 (d) 3). 21 CFR §01.2)

Clinical data section (e.g. 21 CFR 314.50 (d) (5), 21 CFR 601 2)

5

4]

7. Clinical Microbioblogy (e.g. 21 CFR314.50 (9) (4)) *
8

9

Safety update trepon (e.g. 21 CFR 314.50 (9) (5) (vi) (b), 21 CFR 601.2)

10. Statistical section (e.g. 21 CFR 314.50 (d) (6). 21 CER 801 .2)

11. Case report tabulations {e.g. 21 CFR 314.50 (f) (1), 21 CFR 601.2)

12. Case reports forms (e.g: 21 CER 314.50 (1) (2), 21 CFR 601.2)

113, Patent information on any patent which claims the drug (21.U.S.C. 355 (b)or (e))

| 14.A patent certification with feéSpec: 10 any patent which claims the arug (21 U.S.C 155 {b) (2) or (j) (2) (A)

- Establishment description (21 CFR Par: 600, it applicable)

!

l1s

| 16. Debarment certification (FD&C Azt 306 (k)(1))
{ 17. Fieid copy centification (21 CFR 314.50 (k) (3))

| 1B. User Fee Cover Sheet (Form FDA 33g7)

X | 19. OTHER (Spectty) Protocol for Label Comprehension Study

CERTIFICATION

lagree 1o update this application with new safety information about the produe: that may reasonably affent the statement of contraindications,

warnings. precautions
requestea by FDA, I
incluging, but not limitey 1o the foliowing:

1. Good manufacturing practice fegulations in 21 CFR 219 and 211, 606, and/or 820,

2.: Biologica eéstablishment stangaras in 21 CFR Part 600,

3. Labeling regulations in 21 CFR 201, 606. 610, 660 and/or B09, .

4. In ‘he case of.3 prescription drug or biotogical proaucr. prescription drug advemsing regulations in 21 CFR 202.

g. Reguiations on making changes in appiicaton in 21 CFR 314.70, 38114.71. 314.72, 314 .87, 314.99, ana 601.12.
7

otal; state ang Federal envircrimental iroact laws.

: OF aoverse reactions in e araft labeling. | agree to Submit safety update reports as pravided for by regulation or as
this application s approveq. | agree 1o comply with all asplicable laws ang feguiations that apply to approved appiications,

i this application applies to a arug product tha: FDA has proPos'ec‘!:;’or s?hedu!ing under the Contrplieg Substances Act | agree not to market the
nal scheguling cecision,

proguct until the Drug Entorcement Adminisration makes a

e datwa ang information in this submission have been reviewed and. 1o the best of my knowledge are certified 1o be true and accurate.
ek

aming: a willtully false statement i a criminal offense U.S. Code. title 18, section 1001,

SIGNATURE OF RESPONSIBLE OFFICIAL OR AGENT { TYPED NAME AND TITLE

i Christine Babiyk, phpp |DATE 10/27/98
Céa(aM'f &&vv—a ' L

Associate Director, Regulatory Affair

\DDRESS (Srear, City, State; ang Zip Code) Novartis Consumer Health' Inc;, Telepnone Number

560 Morris Ave., Summit, XJ 07901-1312 (1908) 598-7816

‘PUbficArepor'ting burden for this collection: of information is ‘estimated t5 average 40 hours per response, including the time for r

eviewing

nstructions, Searching existing data sources,. satharing  and maintaining the data needed. ang compieting ‘ang reviewing the collection of
information. Seng comments regarding this burgen’ estimate or any other aspect ‘of this collection’ of information, including suggestions  for
n to: =

"egucing this burge

L

JHHS. Repors Clearance Officer e An’agency may nat gonduct ‘or sponser, - ang a
>aperwork Reguction Project (0910-0338) person is nor reduired to respong 10. a collection of
Tubert H; Humphrey Building, Room 531-H information unless It displays a Qurrentdy valid OMB
200 Indepenaencs Avenue, S'w, control number. :

Nashingtori: DC 20201

Ylease Do NOT RETURN this form 10 this aczress.

——————
RM FDa 356h (7/97)
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Christine Babiuk, Ph.D. Novartis Consumer Health, Inc.
Associate Director, RA 560 Morris Avenue
Summit. NJ 07901-1312

Tel 908 598 7816
Fax 908 273 2869

- NOVARTIS

November 24, 1998

Jonathan Wilkin, MD NDA 20-980 |

Director Terbinafine Hydrochloride j
Division of Dermatologic and Dental Cream, 1% !

Drug Products/HFD-540
Office of Drug Evaluation V

Attn: Document Control Room Rx-to-OTC Switch NDA:
Center for Drug Evaluation and Research Amendment to a Pending
5600 Fishers Lane Application

Rockville, MD 20857

Dear Dr. Wilkin:

Reference is made to our telephone conference with the Divisions of Dermatologic and
Dental Drug Products and Over-the-Counter Drug Products on October 1, 1998. At that
time. we agreed to conduct a label comprehension study using a bifurcated label to test
the consumer’s ability to treat fungal infections of the foot for the appropriate length of
time depending on interdigital or plantar infection. Attached is the study report for
bifurcated label comprehension, as well as draft labeling for all packaging components
and tube sizes reflecting the inclusion of the moccasin indication. Revised labeling for
the jock itch product with new graphics is also included.

The respondents in the label comprehension survey included people who had suffered
from plantar or interdigital tinea pedis, random controls, and people with sub-optimal
reading ability (eighth grade or-less). The results of the study show that after reading
both the carton label and the educational brochure, consumers, in excess of 67% for all

populations surveyed, know for how long to apply the cream depending on the location of
the fungal infection on the foot.

Novartis Consumer Health, Inc. is confident that the consumer can treat him- or herself
appropriately after reading just the carton. The benefit of differentiating interdigital from
plantar tinea pedis is that interdigital disease will have a recommended therapy of one
week, which should lead to increased compliance. compared to products requiring four
weeks of treatment, and resolution of the infection. By differentiating plantar tinea pedis,
additional emphasis can be given to the need to treat this form of the disease for a longer
period. Therefore. we are proposing that the format of the carton label tested in the label
P comprehension study be employed in marketing the product.




Please contact the undersigned with any comments or questions concerning the label
comprehension study or the proposed labeling being submitted.

Sincerely,
Chrcottne Rabjo ~
Christine Babiuk, PhD

Associate Director, Regulatory Affairs
Novartis Consumer Health, Inc.

Attachment
Submitted in duplicate
ce: Frank Cross cover letter by facsimile (301-827-2091) and six (6) desk copies




Form Approved: OMB No. 0910-0338

DEPARTMENT OF HEALTH AND HUMAN SERVICES S O ety 30, 2000,
FOOD AND DRUG ADMINISTRATION ’
APPLICATION TO MARKET A NEW DRUG, BIOLOGIC, OR AN FOR FDA USE ONLY

ANTIBIOTIC DRUG FOR HUMAN USE
(Title 21, Code of Federal Regulations, 314 & 60 1)

APPLICATION NUMBER

APPLICANT INFORMATION

NAME OF APPLICANT DATE OF SUBMISSION
Novartis Consumer Health, Inc. November 24, 1998
TELEPHONE NO. (inciuge Area Code) FACSIMILE (FAX) Number (Inciude Area Code)
908=598-7816 908~273-286
APPLICANT ADDRESS. (Number, Street; City, State, Country, ZIP Code or Mail Code, AUTHORIZED U.S. AGENT NAME & ADDRESS (Number, Street, Ciy* Stare,
and U.S. License number if previously ssued): ZIP Code, telephone & FAX number) IF APPLICABLE

560 Morris Avenue
Summit, NJ 07901=1312

PRODUCT DESCRIPTION
NEW DRUG OR ANTIBIOTIC APPLICATION NUMBER, OR BIOLOGICS LICENSE APPLICATION NUMBER (If previously issued) 20--980

ESTABLISHED NAME (e.g.; Proper name, USP/USAN name) PROPRIETARY NAME (trade name) IF ANY

Terbinafine hydrochloride Cream, 1% not available

CHEMICAL/BIOCHEMICAL/BLOOD PRODUCT NAME # any) CODE NAME (/ any)
terbinafine hydrochloride

DOSAGE FORM: STRENGTHS: ROUTE OF ADMINISTRATION:

cream 17 topical

(PROPOSED) INDIGATION(S) FOR USE: tinea pedis (athlete's foot), tinea cruris (jock itch) and

tinea corporis (ringworm)
APPLICATION INFORMATION

APPLICATION TYPE ;
(check one) @ NEW DRUG APPLICATION (21 CFR 314.50) [J-ABBREVIATED APPUCATION (ANDA, AADA, 21 CFR 314.94)

~J BIOLOGICS LICENSE APPLICATION (21 CFR pan 601)

IF AN NDA, IDENTIFY THE APPROPRIATE TYPE X 505 (b) (1) 3 505 (b) (2) 71507
IF AN ANDA, OR AADA, IDENTIFY THE REFERENCE LISTED DRUG PRODUCT THAT IS THE BASIS FOR THE SUBMISSION
Name of Drug Holder ot Approved Application
TYPE OF SUBMISSION _
{check one) . ORIGINAL APPLICATION ZJ AMENDMENT T0 A PENDING APPLIGATION T RESUBMISSION
T PRESUBMISSION T3 ANNUAL REPORT () ESTABLISHMENT DESCRIPTION SUPPLEMENT [0 SUPAC SUPPLEMENT
U] EFFICACY SUPPLEMENT 7 LABELING SUPPLEMENT £ CHEMISTRY MANUFACTURING AND CONTROLS SUPPLEMENT T oTHER

REASON FOR SUBMISSION
Results of label comprehension study & proposed: labeling

PROPOSED MARKETING STATUS (check one) [J PRESCRIPTION PRODUCT (R} 2( OVER THE COUNTER PRODUCT (OTC)

NUMBER OF VOLUMES SUBMITTED one THIS APPLICATION IS X eapen 7] PAPER AND ELECTRONK: - [T ELECTRONIC
ESTABLISHMENT INFORMATION

Provide locations of all manutactunng, packaging and control sites for drug substance and drug product (continuation sheets may be used if necessary). Inciude name,
address, contact, teiephone number, registration number (CFN), DMF number, and manufactunng steps ana/or type of testing (e.g. Final dosage form, Stabilty testing)
conducted at the sie. Piease indicate whether the site is ready for inspection or, if not- wher it wilt be ready,

-

Cross References (list related License Appiications, INDs, NDAs, PMAs, 510(k)s, IDEs; BMFs, and DMFs referenced in the current
application)

NDA 20-192

FORM FDA 356h (7/97)

Craated by Ekctronse Document Ser icew/USDHHS: (UH) 2432545 EF

PAGE 1




This application contains the following items: (Check all that apply)

1. Index

X |2 Labeling (check one) X Dratt Labeling L] Final Printed Labeling

3. Summary (21 CFR 314.50 (¢c))

4. Chemistry section

A. Chemistry, manutfacturing, and conrrols information (e:g. 21 CFR 314.50 (q) (1). 21 CFR 601.2)

B.. Samples (21 CFR 314.50 (&) (1), 21 CFR 601.2 (a)) (Submit oniy upon FDA's request)

C. Methods validation package (e.g. 21 CFR 314.50 (e) (2) (i}, 21.CFR 601.2)

Nonciinical pharmacology and toxicology section (e.g. 21 CFR 314:50 (9) (2), 21 CFA 601.2)

Human pharmacokinetics and bioavailability section (e.g: 21 CFR 31450 (d) (3), 21 CFR 601.2)

Clinical Microbioblogy (e.9. 21 CFR 314.50 (d) (4))

Clinical data section (e.9. 21 CFR 314.50 (d) (5), 21 CFR 601.2)

ClwiN[o|m

Safety update report {e.g. 21CFR 31450 (d) (5) (vi) (b}, 21 CER 601.2)

10. Statistical section (e.9. 21 CFR 314.50 (q) (6), 21. CFR 601.2)

11. Case report tabulations (e.g. 21 CFR 314.50 (f) (1), 21 CFR 601.2)

12. Case reports forms (e.g. 21 CFR 314.50 1) (2), 21 CFR 601.2)

13. Patent information on any patent which claims the drug (21 U.SC. 355:(b) or (c))

14: A patent certification with respect to any patent which claims the drug (21 U.S.C 355 (b) (2) or () (2) (A))

15. Establishment description (21 CFR Part 600, if applicable)

16. Debarment certification (FD&C Act 306 (k)(1))

17: Field copy certification (21 CFR 314.50 (k) 3))

18. User Fee Cover Sheet (Form FDA 3397)

X_ | 19. OTHER (Specity) 1phe1 comprehension study report

CERTIFICATION

I agree to update this application with new safety information about the product that may reasonably affect the staterment of contraindications;
warnings, precautions, or adverse reactions in the oraft labeling. | agree to subrnit safety update reports as provided for by regulation or as
requested by FDAL. If this application ig approved, | agree to comply with ali applicable laws ang requlations that apply to approved applications,
including, but not limited to the following:
.- Good manufacturing practice regulations in 21 CFH 210 and 211, 606, and/or 820:

Biological estabiishment Standards in 21 CFR Part 600.
Labeling reguiations in 21 CFR 201, 606, 610. 660 and/or 809
In the case of a prescription drug or biological product, prescription drug advenising regulations in 21 CFR 202.
.~ Regulations on making chan%es in application in 21 CFR 314.70, 314.71, 314.72, 314, 7,314.99, and 601.12.
Reguiations on reports in 21 FR 314.80,314 81, 600.80 and 600.81.

7.- Local, state and Federal environmental impact laws.
If this application applies to a drug product that FDA has proi)osed for scheduling under the Controlled Substances Act | agree not to market the
product until the Drug Enforcement Administration makes a final scheduling decision,
The data and information in this submission have been reviewed and. to the best of my knowledge are centified to be true and accurate.
Warning: a willfully false Statement is a criminal offense. U.S. Code, title 18, section. 1001

LT EN AT

SIGNATURE OF RAESPONSIBLE OFFICIAL OR AGENT TYPED NAME AND TITLE Christine Bab iuk PhD lDATE
1 - s
Uy Al Associate Director, Regulatory Affair 11/24/98

ADDRESS (Streel, City, State, and ZIP C""“”Novartis Consumer Health , Ine¢ . Telephone Number

560 Morris Ave., Summit, NJ 07901-1312 (908) 598-7816

Public reporting burden for this collection of information is estimated to average 40 hours per response, including the time for reviewing
instructions, searching ‘existing data sources,. gathering and maintaining the' data needed, and completing “and reviewing the collection of
information. - Send comments regarding this buroen: estimate o any other aspect: of this collection of information; including suggestions tor

DHHS, Reports Clearance Officer - An agency may not conduct or sponsor, and a
Paperwork Reduction Project (0910-0338) person is not required to respond ta, a collection of
Hubert H. Humphrey Building, Room 531-H . information unless it displays a currently valid OMB
200 independence Avenue, S.W. controt number,

Washington, DC 20201

Please DO NOT RETURN this form to this adgaress.

FORM FDA 358h 797)
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Stephenic Barba Novartis Pharmaceuticals Corporation

’ ‘ Executive Dircetor Drug Regulatory Allairs
> NOVARTIS
Fast Hanover: NJ07936-1080

Tel: 973 781 7548
lFax: 973 781 6323

March 27, 1998

Jonathan Wilkin, MD ' NDA No. 20-980

Director Terbinafine Hvdrochloride
Division of Dermatologic and Dental Cream, 1%

Drug Products/HFD-540

Office of Drug Evaluation V RX-TO-OTC SWITCH NDA

Attn: Document Control Room 12B-30
Center for Drug Evaluation and Research
5600 Fishers Lane

Rockville. Maryland 20857

Dear Dr: Wilkin;

In accordance with 21 CFR §314.50, Novartis Pharmaceuticals Corporation herewith submits a
New Drug Application for sale without prescription of terbinafine hydrochloride (HCI) cream, 1%.
(”, : This application will incorporate by reference NDA 20-192 for Lamisil® Cream, 1%, approved
: December 30, 1992, for chemistry, nonclinical pharmacology, and clinical microbiology
information not submitted in this application.

The proposed labeling for the over-the-counter (OTC) terbinafine HCl cream, 1%, will be
different from the prescription label in the following ways. First. the indications for treatment will
be interdigital tinea pedis (athlete's foot), tinea cruris (jock itch) and tinea corpori§ (ringworm).
The plantar tinea pedis (moccasin type) indication currently approved for Lamisil®Cream, 1%,
will be maintained under prescription status. Second, the label will state that the cream is to be
applied for a duration of one week, twice daily for athlete's foot and once daily for jock itch and
ringworm. Clinical studies conducted post-approval under NDA 20-192 are being submitted in
this application to support the change irnThe dosing regimen for the proposed OTC product.

Terbinafine has been shown to be both efficacious and safe. Terbinafine HCI cream, 1%, is
marketed by prescription worldwide in 82 countries. It is also available OTC with and without
the intervention of a pharmacist in seven countries. More than 32 million tubes have been sold
worldwide from 1992 through 1996. Assessment of safety data bases, as well as examination of
adverse events recorded during the conduct of clinical trials, have demonstrated that the risk of
serious medical effects from exposure to terbinafine appears to be very low and of no significant
clinical consequence.




~You will note during the review of this NDA that Novartis Consumer Health did not conduct an
OTC usage study or label comprehension study. Based on our Knowledge of the absence of any
safety and efficacy issues associated with the use of terbinafine HC| cream, 1%, and the

J

would not be necessary. Further support of this conclusion is the shorter duration of treatment
required with terbinafine HCI cream, 1%, which is expected to result in better compliance with
the treatment regimen. Finally symptom recognition and appropriate usage of the OTC
terbinafine HCI cream is discussed in an educational package insert rendering a label
comprehension study not necessary in our assessment.

When approved for switch, terbinafine hydrochloride would not be the first in a class of
prescription topical antifungal products to achieve OTC marketing status. Based on the existing
precedent of safety and efficacy associated with the use of topical antifungals to treat
dermatophyte infections such as athlete's foot, jock itch, and ringworm, we do not see the need
to present this switch at an Advisory Committee Meeting. However, in the interest of being
prepared for such a meeting, we would welcome the opportunity to discuss this with you: at the

earliest possible date.

Please address any guestions or comments regarding this application to:

Christine Babiuk, Ph.D.

Associate Director, Regulatory Affairs
Novartis Consumer Health, Inc.

560 Morris Avenue

Summit, New Jersey 07901-1312

Tel: (908) 598-7816

Sincerely,

TR

Q\\-Q«\\ A b‘ -

Stephenie Barba
Executive Director, Regulatory Affairs
Novartis Pharmaceuticals Corporation

Attachments
Submitted in Duplicate
cc:  Division of OTC Drug Products (in duplicate)




FOOD AND DRUG ADMINISTRATION

Form Approved: OMB No. 0910-0338

DEPARTMENT OF HEALTH AND HUMAN SERVICES S OB St 30, 2000

{  APPLICATION TO MARKET A NEW DRUG, BIOLOGIC, OR AN

FOR FDA USE ONLY

(Title 21, Code of Federal Regulations, 314 & 601)

ANTIBIOTIC DRUG FOR HUMAN USE APPLICATION NUMBER

20-980

APPLICANT INFORMATION

NAME OF APPLICANT DATE OF SUBMISSION
NOVARTIS PHARMACEUTICALS CORPORATION 3/

27/98

TELEPHONE NO. (Include Area Code)

(973)781-7548 (973)781-6325

FACSIMILE (FAX) Number (Include Area Coae)

59 Route 10
East ‘Hanover;, N.J. 07936

APPLICANT ADDRESS (Number, Streeét; City, State, Country, ZIP Code or Mait Code, and ‘AUTHORIZED U S. AGENT NAME & ADDRESS (Number, Street, CRy, State,
U.S. License number if previously issued): 2IP Gode, teiephone & FAX number) IF APPLUCABLE

PRODUCT DESCRIPTION

NEW DRUG OR ANTIBIOTIC APPLICATION NUMBER,; OR BIOLOGICS UCENSE APPLICATION NUMBER (It previously issued)

ESTABUSHED NAME (e.g.. Proper name, USP/USAN nama PROPRIETARY NAME grade name) IF. ANY
TERBINAFINE HYDROCHLORIDE EAM, 1% NOT AVAILARLE
CAL/BIO CA O.P U f CODE NAME. (/f
FERE TR N WY B ERR SR YARE 7 =) (irany
DOSAGE FORM: STRENGTHS: ROUTE OF ADMINISTRATION:
CREAM 1% TOPICAL

(JOCK ITCH) AND TINEA CORPORIS (RINGWORM)

(PROPOSED) INDICATION(S) FOR USE:  ITNTERDIGITAL TINEA PEDIS (ATHLETE'S FOOT), TINEA CRURIS

( " "\PPLICATION INFORMATION

APPLICATION TYPE
(check one) K] NEW DRUG APPLICATION (21 CFR 314.50) [3 - ABBREVIATED APPLICATION (ANDA,; AAD

O BIOLOGICS LICENSE APPLICATION (21 CFR part 601)

A, 21 CFR 314.84)

IF AN NDA, IDENTIFY THE APPROPRIATE TYPE X7 505 (b) (1) 3 805:(5) (2) [0 so07

Name of Drug Holder of Approved Application

IF AN ANDA. OR AADA, IDENTIFY. THE REFERENCE LISTED DRUG PRODUCT THAT IS THE BASIS FOR THE SUBMISSION

TYPE OF SUBMISSION

(check onhe) KJ ORIGINAL APPLICATION [ AMENDMENT TO A PENDING ABPLICATION 3 resusmission
[3 PRESUBMISSION (O ANNUAL REPORT [ ESTABLISHMENT DESCRIPTION SUPPLEMENT [0 suPac suPPLEMENT
. .
[0 EFFICACY SUPPLEMENT [0 LABEUING SUPPLEMENT [0 CHEMISTRY MANUFAGTURING AND CONTROLS SUPPLEMENT [0 OTHER

REASON FOR SUBMISSION J b bROVAL OF NON-PRESCRIPTION STATUS IS BEING

SOUGHT

PROPOSED MARKETING STATUS (check one) ) PRESCRIPTION PRODUCT (Rx) K] OVER THE COUNTER PRODUCT (OTC)

NUMBER OF VOLUMES SUBMITTED 37 THIS APPLICATION IS K) parer [} paPER

AND ELECTRONIC - [J ELECTRONIC

ESTABLISHMENT INFORMATION

Provide locations of all manufacturing, packaging and control sites for drug substance and drug product (Sontinuation sheets ma

conducted at the site.. Please indicate whether the site is ready for inspection or, if fiot, when it will be ready.
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Christine Babiuk, Ph. D.  Novartis Consumer Health, inc.
%)\ Associate Director, RA. 560 Morris Avenue

Summit, NJ 07901-1312

_ i Main Number: 9085987600
U, NOVA RTI S R Fax: 908-273-2869
OEIG AMEID—
OR\G\NA May 19, 1998

Jonathan Wilkin, MD NDA #20-980

Director Terbinafine Hydrochloride

Division of Dermatologic and Dental Cream, 1%

Drug Products/HFD-540 ,

Office of Drug Evaluation V Amendment to a Pending

Attn: Document Control Room 12B-30 Application

Center for Drug Evaluation and Research

5600 Fishers Lane SAS Datasets for Clinical Studies

Rockville, Maryland 20857

Dear Dr. Wilkin;

Per the request of the Division of Dermatologic and Dental Drug Products, Novartis Consumer

Health, Inc. herewith submits electronic data and corresponding code book documentation for the
six terbinafine hydrochloride cream, 1%, clinical studies, 2-1, 2-2, 2508-01, SF0040, 3-1 and 3-2,
which had been conducted under NDA 20-182. The corresponding information for study SF2003
will not be available until June. :

lnfqrmation on procedures employed to prepare the data files are presented in Sections | and 1.1,
entitled “Introduction” and “How Data Files are Prepared”, respectively. Because the files are not
very large, a SAS transport format was used rather than the previously discussed PKZIP.

Should additional information be required, please contact the undersigned at ©06-598-7816.

Sincerely,

%/‘ﬂze @6 S~

Christine Babiuk, Ph.D.
Assocn;te Director, Regulatory Affairs
Novartis Consumer Health, Inc.

Attachments:
Submitted in Duplicate
Desk Copies: Dr. Aurecchia, Dr. Vaughan
cc: cover letter by FAX (301-827-2091) to Frank Cross, CSO Derm. Division




Christine Babiuk, Ph. D. Novartis Consumer Health, Inc.

} ; 560 Morris Avenue
Associate Director, RA. Summit, NJ 07901-1312

(> NOVARTIS \ ok ed
M

ORIG ANENLz:
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May 27, 1998

Jonathan Wilkin, MD NDA No. 20-980

Director Terbinafine Hydrochloride Cream,
Division of Dermatological and Dental 1%

Drug Products/HFD-540

Office of Drug Evaluation V

Atm: Document Control Room 12B-30 Amendment to a Pending

Center for Drug Evaluation and Research ' Application:

5600 Fishers Lane : GCP Statements

Rockville, MD 20857

Dear Dr. Wilkin:

Reference is made to the Novartis Consumer Health, Inc. pending New Drug Application for sale without
prescription of terbinafine hydrochloride cream, 1%, and to a conversation between the undersigned and
Mr. Frank Cross of the FDA on April 30, 1998. During this conversation, Mr. Cross requested that signed
GCP statements for each of the studies filed with the NDA be submitted to the FDA by May 29, 1998. We
are now officially submitting this documentation to the Division. »

This submission includes nine (9) signed GCP statements for five (5) US studies (2-1, 2-2, 2508-01, 3-1
and 3-2) and for four (4) UK studies (SF0040, SF0029, SF2030 and SF2003).

If you have questions or comments concerning this submission, please contact me at 908-598-7816.

Sincerely,
Ul plove. RoSojre
Christine Babiuk, PhD

Associate Director, Regulatory Affairs

Attachments
Submitted in Duplicate
cc: Frank Cross by facsimile (301-827-2091)




